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determination of nonequivalence, in
sufficient detail to allow the authority
being assessed to know how to attain
equivalence.

§26.10 Regulatory authorities not list-
ed as currently equivalent.

Authorities not currently listed as
equivalent, or not equivalent for cer-
tain types of inspections, product
classes or processes may apply for re-
consideration of their status once the
necessary corrective measures have
been taken or additional experience is
gained.

§26.11 Start of operational period.

(a) The operational period shall start
at the end of the transition period and
its provisions apply to inspection re-
ports generated by authorities listed as
equivalent for the inspections per-
formed in their territory.

(b) In addition, when an authority is
not listed as equivalent based on ade-
quate experience gained during the
transition period, the Food and Drug
Administration (FDA) will accept for
normal endorsement (as provided in
§26.12) inspection reports generated as
a result of inspections conducted joint-
ly by that authority on its territory
and another authority listed as equiva-
lent, provided that the authority of the
Member State in which the inspection
is performed can guarantee enforce-
ment of the findings of the inspection
report and require that corrective
measures be taken when necessary.
FDA has the option to participate in
these inspections, and based on experi-
ence gained during the transition pe-
riod, the parties will agree on proce-
dures for exercising this option.

(c) In the European Community (EC),
the qualified person will be relieved of
responsibility for carrying the controls
laid down in Article 22 paragraph 1(b)
of Council Directive 75/319/EEC (see Ap-
pendix A of this subpart) provided that
these controls have been carried out in
the United States and that each batch/
lot is accompanied by a batch certifi-
cate (in accordance with the World
Health Organization Certification
Scheme on the Quality of Medicinal
Products) issued by the manufacturer
certifying that the product complies
with requirements of the marketing

§26.14

authorization and signed by the person
responsible for releasing the batch/lot.

§26.12 Nature of recognition of inspec-
tion reports.

(a) Inspection reports (containing in-
formation as established under §26.8),
including a good manufacturing prac-
tice (GMP) compliance assessment,
prepared by authorities listed as equiv-
alent, will be provided to the authority
of the importing party. Based on the
determination of equivalence in light
of the experience gained, these inspec-
tion reports will normally be endorsed
by the authority of the importing
party, except under specific and delin-
eated circumstances. Examples of such
circumstances include indications of
material inconsistencies or inadequa-
cies in an inspection report, quality de-
fects identified in the postmarket sur-
veillance or other specific evidence of
serious concern in relation to product
quality or consumer safety. In such
cases, the authority of the importing
party may request clarification from
the authority of the exporting party
which may lead to a request for rein-
spection. The authorities will endeavor
to respond to requests for clarification
in a timely manner.

(b) Where divergence is not clarified
in this process, an authority of the im-
porting country may carry out an in-
spection of the production facility.

§26.13 Transmission of postapproval
inspection reports.

Postapproval good manufacturing
practice (GMP) inspection reports con-
cerning products covered by this sub-
part will be transmitted to the author-
ity of the importing country within 60-
calendar days of the request. Should a
new inspection be needed, the inspec-
tion report will be transmitted within
90-calendar days of the request.

§26.14 Transmission of preapproval
inspection reports.

(a) A preliminary notification that
an inspection may have to take place
will be made as soon as possible.

(b) Within 15-calendar days, the rel-
evant authority will acknowledge re-
ceipt of the request and confirm its
ability to carry out the inspection. In
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